
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicants: 



James Ronald Lawter 



Serial No.: 



10/601,259 



Art Unit: 



Not Yet Assigned 



Filed: 



June 20, 2003 



Examiner: Not Yet Assigned 



For: RAPIDLY DISINTEGRATING FORMULATIONS FOR TREATING OR PREVENTING 
MUCOSITIS 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



Pursuant to 37 C.F.R. §1.56 and 37 C.F.R. §1.97, Applicant submits an Information 
Disclosure Statement, including five (5) pages of Form PTO-1449 and copies of the forty-five 
(45) documents cited therein. 

This Information Disclosure Statement is being filed under 37 C.F.R. § 1.97(b) prior to a 
first Office Action on the merits. It is believed that no fee is required with this submission. 
However, should a fee be required, the Commissioner is hereby authorized to charge any 
required fees to Deposit Account No. 50-1868. 



INFORMATION DISCLOSURE STATEMENT 



U.S. Patents 



Number 

3,966,808 

4,754,597 

4,961,926 

5,046,618 



Issue Date 

06- 29-1976 

07- 05-1988 
10-09-1990 
09-10-1991 



Patentee 
Luciano 
Buxton, et al. 
Gabrilove 
Wood 



Class/Subclass 



260/559 
53/440 
424/85.1 
206/532 



ATLI #591808 vl 



ORA 104 
078881/00036 



U.S.S.N.: 10/601,259 

Filed: June 20, 2003 

INFORMATION DISCLOSURE STATEMENT 



5,082,653 


01-21-1992 


Pan, et al. 


424/54 


5,102,870 


04-07-1992 


Florine, et al. 


514/12 


5,188,825 


02-23-1993 


lies, et al. 


424/78.1 


5,284,963 


02-08-1994 


Sum, et al. 


552/205 


5,328,902 


07-12-1994 


Sum, et al. 


514/152 


5,343,672 


09-06-1994 


Kearney, et al. 


53/440 


5,358,118 


10-25-1994 


Thompson, et al. 


206/538 


5,386,041 


01-31-1995 


Sum, et al. 


552/205 


5,401,729 


03-28-1995 


Sum, et al. 


514/152 


5,420,272 


05-30-1995 


Sum, et al. 


544/63 


5,430,162 


07-04-1995 


Sum, et al. 


552/205 


5,545,668 


08-13-1996 


Skubitz, et al. 


514/561 


5,558,880 


09-24-1996 


Gole, et al. 


424/484 


5,576,014 


11-19-1996 


Mizumoto, et al. 


424/435 


5,631,023 


05-20-1997 


Kearney, et al. 


424/465 


5,635,489 


06-03-1997 


Haley 


514/21 


5,648,093 


07-15-1997 


Gole, et al. 


424/484 


5,729,958 


03-24-1998 


Kearney, et al. 


53/440 


5,827,541 


10-27-1998 


Yarwood, et al. 


424/489 


5,837,287 


11-17-1998 


Yarwood, et al. 


424/484 


5,886,175 


03-23-1999 


Sum, et al. 


544/63 


5,945,089 


08-31-1999 


Libin 


424/54 


5,981,499 


11-09-1999 


Hau 


514/29 


6,024,981 


02-15-2000 


Khankari, et al. 


424/464 


6,025,326 


02-15-2000 


Steinberg, et al. 


514/2 


6,156,339 


12-05-2000 


Grother, et al. 


424/450 


6,221,392 


04-24-2001 


Khankari, et al. 


424/464 


6,316,027 


11-13-2001 


Johnson, et al. 


424/464 



Foreign Documents 



Number Publication Date 

WO 99/45910 09-16-1999 
WO 01/19362 03-22-2001 



Patentee Country 
Mucosal Therapeutics, Inc. PCT 
Orapharma, Inc. PCT 



Publications 

BARKER, et al., "Oral care with vancomycin paste for reduction in incidence of alpha- 
hemolytic streptococcal sepsis J Pediatr Hematol Oncol 17(2): 151-55 (1995). 

BELLM, et al., "Assessment of various topical oral formulations by bone marrow 
transplant recipients," Oral Oncology 37: 42-49 (2001). 



ATLl #591808 vl 



ORA104 
078881/00036 



U.S.S.N.: 10/601,259 

Filed: June 20, 2003 

INFORMATION DISCLOSURE STATEMENT 



EPSTEIN & WONG, "The efficacy of sucralfate suspension in the prevention of oral 
mucositis due to radiation therapy," Int. J. Radiat. Oncol Biol. Phys. 28(3): 693-98 (1994). 

KOROLKAVAS & BURCKHALTER, eds., Essentials of Medicinal Chemistry , John 
Wiley and Sons, Inc.: New York, p. 512-517 (1976). 

LOPRINZI, et al., "Alleviation of cytotoxic therapy-induced normal tissue damage," 
Sent. Oncol 22(2) Suppl. 3:95-97 (1995). 

MTTSCHER, et al., "Quinolone antimicrobial agents. 1. Versatile new synthesis of 1- 
alkyl-l,4-dihydro-4-oxo-3-quinolinecarboxylic acids," /. Med. Chem. 21(5):485-9 (1978). 

ROTHWELL & SPEKTOR, "Palliation of radiation-related mucositis," Special Care in 
Dentistry 10(l):21-25 (1990). 

SONIS, "Oral Complications in Cancer Therapy," in Principles and Practice of 
Oncology , vol. 2 (De Vitta et al, eds.) IB. Lippincott Co.: Philadelphia, p. 2385-2394 (1993). 

SONIS, "Oral Complications," in Gastrointestinal Complications , Lea & Febiger: 
Philadelphia, p. 2381-2388 (1993). 

SPIJKERVET, et al., "Chlorhexidine inactivation by saliva," Oral Surg. Oral Med. Oral 
Pathol 69(4):444-49 (1990). 

VERDI, et al., "A double-blind, randomized, placebo-controlled, crossover trial of 
pentoxifylline for the prevention of chemotherapy-induced oral mucositis," Oral Surg. Oral 
Med. Oral Pathol Oral Radiol Endod. 80(l):36-42 (1995). 



ATLl #591808 vl 



3 



ORA 104 
078881/00036 



U.S.S.tf.: 10/601,259 

Filed: June 20, 2003 

INFORMATION DISCLOSURE STATEMENT 



Remarks 



.This statement should not be interpreted as a representation that an exhaustive search has 
been conducted or that no better art exists. Moreover, Applicant invites the Examiner to make an 
independent evaluation of the cited art to determine its relevance to the subject matter of the 
present application. Applicant is of the opinion that his claims patentably distinguish over the art 
referred to herein, either alone or in combination. 



Dated: September 4, 2003 

HOLLAND & KNIGHT LLP 
One Atlantic Center 
1201 West Peachtree Street, N.E. 
Suite 2000 

Atlanta, Georgia 30309-3400 
404-817-8473 
FAX 404-817-8588 
www.hklaw.com 



ATLl #591808 vl 4 ORA 104 



Respectfully submitted, 




078881/00036 



U.S.S.N.: 10/601,259 

Filed: June 20, 2003 

INFORMATION DISCLOSURE STATEMENT 

Certificate of Mailing under 37 CF.R. § 1.8(a) 

I hereby certify that this Information Disclosure Statement, along with any paper referred 
to as being attached or enclosed, is being deposited with the United States Postal Service on the 
date shown below with sufficient postage as first-class mail in an envelope addressed to the 
Assistant Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



Date: September 4, 2003 




ATLl #591808 vl 



ATL1 #591808 vl 



5 



ORA 104 
078881/00036 



PTO/SB/08A (10-96 
Approved for use through 1 0731/99. OMB 0651 -0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 

Undefth^a}>eWo^^e<uction Act of 1 995, no persons are required to respond to a collection of information unless it contains a valid OMB control number 



/ Substitutg^c-r form 1 449A/PTO 

SEP 0 8 20fljkK|PORMATION DISCLOSURE 
^ STATEMENT BY APPLICANT 

^^QEM^^' (use as many sheets as necessary) 


Complete if Known 


Applicati n Number 


10/601,259 


Filing Date 


June 20, 2003 


First Named Inventor 


James Ronald Lawter 


Group Art Unit 




Examiner Name 




Sheet | 1 | of | 5 


Attorney Docket Number 


ORA104 



U.S. PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No.' 


US Patent Document 

Number Kind Code ' 
(if known) 


Name of Patentee or Applicant 
of Cited Document 


Date of Cited 
Document 
MM-DD-YYYY 


Pages, Columns, Lines, Where Relevant 
Passages or Relevant Figures Appear 






3,966,808 




Luciano 


06-29-1976 








4,754,597 




Buxton, et al. 


07-05-1988 








4,961,926 




Gabrilove 


10-09-1990 








5,046,618 




Wood 


09-10-1991 








5,082,653 




Pan, et al. 


01-21-1992 








5,102,870 




Florine, et al. 


04-07-1992 








5,188,825 




lies, etal. 


02-23-1993 








5,284,963 




Sum, et al. 


02-08-1994 








5,328,902 




Sum, et al. 


07-12-1994 








5,343,672 




Kearney, et al. 


09-06-1994 








5,358,118 




Thompson, et al. 


10-25-1994 








5,386,041 




Sum, et al. 


01-31-1995 








5,401,729 




Sum, et al. 


03-28-1995 








5,420,272 




Sum, et al. 


05-30-1995 








5,430,162 




Sum, et al. 


07-04-1995 





FOREIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Foreign Patent Document 


Name of Patentee or 
Applicant of Cited Document 


Date of Publication of 
Cited Document MM- 
DD-YYYY 


Pages, Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 


r 


Office. 3 


Number 4 


Kind Code 55 
(if known) 






PCT 


WO 99/45910 




Mucosal Therapeutics, Inc. 


09-16-1999 










PCT 


WO 01/19362 




Orapharma, Inc. 


03-22-2001 















































































Examine 
Signature 




Date Considered 





*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to application. 

1 Unique citation designation number 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard 
ST.3). 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of 
document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible, 6 Applicant to place a check mark here if English language 
Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, Patent and Trademark Office, Washington, DC 20231 . DO NOT 
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SENT TO: Assistant Commission for Patent, Washington, DC 20231 . 

+ 



Please type a plus sign (+) inside this box -+ 




ATL1 #591830 vl 



ORA104 
078881/00036 



Please type a plus sign (+jjpside this box 

SEP 0 8 20(0 t! 



□ 



PTO/S&08A (10-96 
Approved for use through 1 0/31/99. OMB 0651 -0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Jnder the Paperwork RedGdion Act of 1 995, no persons are required to respond to a collection of information unless it contains a valid OMB control number 



SubstfOte for form 1 449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


C mplet IfKn wn 


Application Number 


10/601,259 


Filing Date 


June 20, 2003 


First Named Inventor 


James Ronald Lawter 


Group Art Unit 




Examiner Name 




Sheet | 2 | of | 5 


Attorney Docket Number 


ORA 104 



U.S. PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 

No. 1 
• 


US Patent Document 

Number Kind Code * 
(if known) 


Name of Patentee or Applicant 
of Cited Document 


Date of Cited 
Document 
MM-DD-YYYY 


Pages, Columns, Lines, Where Relevant 
Passages or Relevant Figures Appear 






5,545,668 




Skubitz, et al. 


08-13-1996 








5,558,880 




Gole, et a). 


09-24-1996 








5,576,014 




Mizumoto, et al. 


11-19-1996 








5,631,023 




Kearney, et al. 


05-20-1997 








5,635,489 




Haley 


06-03-1997 








5,648,093 




Gole, et al. 


07-15-1997 








5,729,958 




Kearney, et al. 


03-24-1998 








5,827,541 




Yarwood, et al. 


10-27-1998 








5,837,287 




Yarwood, et al. 


11-17-1998 








5,886,175 




Sum, et al. 


03-23-1999 








5,945,089 




Libin 


08-31-1999 








5,981,499 




Hau 


11-09-1999 








6,024,981 




Khankari, et al. 


02-15-2000 








6,025,326 




Steinberg, et al. 


02-15-2000 








6,156,339 




Grother, et al. 


12-05-2000 





FOREIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
NaJ 


Foreign Patent Document 


Name of Patentee or 
Applicant of Cited Document 


Date of Publication of 
Cited Document MM- 
DD-YYYY 


Pages, Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 


r 


Office/ 


Number* 


Kind Code 3 
(if known) 















































































































Examine 
Signature 




Date Considered 





*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to application. 

1 Unique citation designation number 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard 
ST.3). * For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of 
document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 6 Applicant to place a check mark here if English language 
Translation is attached. 



Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, Patent and Trademark Office, Washington, DC 20231 . DO NOT 
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SENT TO: Assistant Commission for Patent, Washington, DC 20231 . 

+ 



ATL1 #591830 vl 



ORA 104 
078881/00036 



Please type a plus sigif£^inside this box I + I 

SEP 0 8 m 3 LJ 

Under the Paperwork 



PTO/SB/08A (10-96 
Approved for use through 1 0731/99. OMB 0651 -0031 -i- 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE ' 



i Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number 



Substitdtg for form 1449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


Compl teifKn wn 


Applicati n Number 


10/601,259 


Filing Date 


June 20, 2003 


First Named Inventor 


James Ronald Lawter 


Group Art Unit 




Examiner Name 




Sheet [ 3 of | 5 


Attorney Docket Number 


OR A 104 



U.S. PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


US Patent Document 


Name of Patentee or Applicant 
of Cited Document 


Date of Cited 

Document 
MM-DD-YYYY 


Pages, Columns, Lines, Where Relevant 
Passages or Relevant Figures Appear 


Number Kind Code * 
(if known) 






6,221,392 




Khankari, etal. 


04-24-2001 








6,316,027 




Johnson, et al. 


11-13-2001 



























































































































































































FOREiGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Foreign Patent Document 


Name of Patentee or 
Applicant of Cited Document 


Date of Publication of 
Cited Document MM- 
DD-YYYY 


Pages, Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 


T b 


Office 0 


Number 4 


Kind Code 3 
(if known) 















































































































Examine 




Date Considered 




Signature 









•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to application. 

1 Unique citation designation number 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard 
ST.3). 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of 
document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 6 Applicant to place a check mark here if English language 
Translation is attached. 



Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, Patent and Trademark Office, Washington, DC 20231 DO NOT 
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SENT TO: Assistant Commission for Patent, Washington, DC 20231 . 



ATL1 #591830 vl 



ORA 104 
078881/00036 



flease type a plus sign (+)^&jqe this box - 

SEP 0 8 

pderthe Paperwork 



□ 



PTO/SB/08A (10-96 
Approved for use through 10/31/99. OMB 0651 -0031 _L 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE ' 



?3k Substitute ic/form 1 449A/PTO 


Complete if Known 


iMcnon/i ATI/"\M niCPI ACI idc 
IIMrUnMAI IUN UloULUSURc 

CTATCR/ICMT DV A DDI |/^ a KIT 

o 1 A 1 tMbNT BY APPLICANT 


Applicati n Number 


10/601,259 


(use as many sheets as necessary) 








Filing Date 


June 20, 2003 




First Named Inventor 


James Ronald Lawter 




Group Art Unit 






Examiner Name 




Sheet i 4 of 5 


Attorney Docket Number 


OR A 104 



OTHER ART NON PATENT LITERATURE DOCUMENTS 


Examiners 
Initials* 


Cite 
No. 1 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), 
s publisher, city and/or country where published 


V 




y 


BARKER, et al., Oral care with vancomycin paste for reduction in incidence of alpha-hemolytic streptococcal sepsis " J 
Pediatr Hematol Oncol 1 7(2): 1 51 -55 (1 995). 








BELLM, et al., Assessment of various topical oral formulations by bone marrow transplant recipients," Oral Oncoloqy 37- 
42-49(2001). 

/ 








EPSTEIN & WONG, "The efficacy of sucralfate suspension in the prevention of oral mucositis due to radiation therapy " Int 
J. Radial Oncol Biol. Phys. 28(3): 693-98 (1994). 




» 


/ 


KOROLKAVAS & BURCKHALTER, eds., Essentials of Medicinal Chemistrv. John Wiley and Sons. Inn : New Ynrk n 
517 (1976). 






/ 


LOPRINZI, et al., 'Alleviation of cytotoxic therapy-induced normal tissue damage," Sem. Oncol. 22(2) Suppl. 3:95-97 (1995). 








IvIITSCHER, et al., "Quinolone antimicrobial agents. 1. Versatile new synthesis of 1-alkyl-1 ,4-dihydro-4-oxo-3- 
quinolinecarboxylic acids," J. Med. Chem. 21(5):485-9 (1978). 








ROTHWELL & SPEKTOR, "Palliation of radiation-related mucositis," Special Care in Dentistry 10(1 ):21 -25 (1990). 








SONIS, Oral Complications in Cancer Therapy." in PnnciDles and Practice of Oncoloav. vol. 2 (De Vitta et al fids ) .1 R 
Lippincott Co.: Philadelphia, p. 2385-2394 (1993). 








SONIS, Oral Complications." in Gastrointestinal Complications. Lea & Febioer Philadelphia, p shal^um (iqq^) 








SPIJKERVET, et al., "Chlorhexidme mactivation by saliva," Oral Surg. Oral Med. Oral Pathol. 69(4):444-49 (1990). 




Examiner's Date Considered! I 
Signature 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered 
include copy of this form with next communication to applicant. "' - - • 

1 Unique citation designation number 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard 
ST.3). For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document 5 Kind of 
document by the appropriate symbols as indicated on the document under WIPO Standard ST 16 if possible. 6 Applicant to place a check mark here if English language 
i ransiation is attached. 



Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
pc2c^o ,£ U J52li ir 5 J?™?~ E!S te this form shou,d be sent t0 the Cnief Information Officer, Patent and Trademark Office, Washington, DC 20231 . DO NOT SEND 
FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 



ATL1 #591830 vl 



ORA 104 
078881/00036 



3 type a plus sign (+) insid 

S£P °°2003 



His box - 



□ 



PTO/SB/08A (10-96 
Approved for use through 10/31/99. OMB 0651-0031 -L 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 1 



V „. Substitute ttwlbrm 1 449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


Complete if Kn wn 


Applicati n Number 


10/601,259 


Filing Date 


June 20, 2003 


First Named Inventor 


James Ronald Lawter 


Group Art Unit 




Examiner Name 




Sheet | 5 | of | 5 


Attorney Docket Number 


OR A 104 



OTHER ART - NON PATENT LITERATURE DOCUMENTS 


Examiner's 
Initials* 


Cite 
No. 1 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), \ 
publisher, city and/or country where published 


r 




/ 


VERDI, et al., "A double-blind, randomized, placebo-controlled, crossover trial of pentoxifylline for the prevention of 
chemotherapy-induced oral mucositis," Oral Surg. Oral Med. Oral Pathol. Oral Radiol. Endod. 80(1):36-42 (1995). 













































































Examiner's 
Signature 




Date Considered 




* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 60 


9. Draw line through citation if not in conformance and not considered. 



Include copy of this form with next communication to applicant. 

1 Unique citation designation number 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard 
ST.3). 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of 
document by the appropriate symbols as indicated on the document under WIPO Standard ST. 1 6 if possible. 6 Applicant to place a check mark here if English language 
Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you require to complete this form should be sent to the Chief Information Officer, Patent and Trademark Office, Washington, DC 20231 . DO NOT SEND 
FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 . 



ATL1 #591830 vl 



ORA 104 
078881/00036 



